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IK THE CLAIMS 

1- (currently amended) ■ a pharmaceutical dosage form of a 
cognation of a high dose high solubility active 
ingredient, in the form of a modified release formulation 
and a low dose active ingredient selected from the group 
comprising of glibenclamid e (g lyburide) , g lipizide . 
glicla2i de, qlimepiride, tolaz amide, tolbutamide, 
clorpropamide,glicrui done, nategjj^ide, mitiglinid^ 
gl yburide, glisoxepid. g libomuride, phenbutamide . 
tolcyclamide, repa glinide, trpglitazone . cj^tasone, 
rogjglitazone, pio giitazone , e n qlitazone, acarboae. 
yoglibose, emialicate. mig iitol, farglitazar, (S) -2 -ethoxy* 
Izllz ( 2 ~ {4-meth anesulfonyloxyphenyl}ethoxy) 
phenyl ] propanoic acid, 3- ( 4- r2-4-tert-butoxycarbonyl 
aminophenv3.)etho3gylt> henvl)-(S)-2-etho 3 r V propanoic acid and 
BSarmaceuCicallv ac ceptable salts thereof as an immediate 
release formulation suitable for swallowing; wfe-tofe 
oompriccj said dosage formulation comprising an inner 
portion having [ (aH the low dose active ingredient as an 
immediate release formulation and an outer portion having 
[(a)] the high dose, high solubility active ingredient as 
modified release, wherein said inner portion is covered by 
the outer portion from all the sides except a top Burface 
that remains uncovered; wherein said outer portion is 
prepared b y using dual retard technique to control the 
releas e of the high dose high solubility activity a ctive 
ing redient, wherein, the said dual retard technigue is a 
combination of a matrix formulation and a reservoir 
formulation and comprises 
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a) micro matrix particles consisting of a high dose, high 
solubility active ingredient and one or more hydrophobic 
release controlling agents wherein the weight ratio of high 
doee, high solubility active ingredient and hydrophobic 
release controlling agent is in the range of 100:2.5 
to 100:30 and said high dose, hig h solubility active 
ingredient is select ed from the group gon^iM^ ~* 

metformin hydrochloride phenformin and buformin and 

lew, done active iuij-rpdi r*nr in ni1 riM , ; „ T 1>a)j „ L1(J ^j^^^ 

f- ^om the group c uiftpyj^ pg of glibcng ^ftj^ 

4^y^±^e-) r glipj g idc f gliclaEidc, glimcpiritic, tolazamide, 

tolbutamide, clorp - ropami ^eT— 

gjqquido no, natroglini - dc , mitiglinido, glyburidc, 
^ k>QXQpid f gl ibornurid g^-^feea btit amide ; toloyclamidc, 
*eg^]r inidc, troglitaaono, e * glitaz @ no r roaigli tazon e^ 
pioglitaccnc; cnglitosonc, aoarboao T-. voglibsoc , cmiglitatc, 
miglitol, fargli L a^r, (G) 8 cthoxy - 3 [1 (2 ( a 

phenyl] propanoic acid, 3 (4 [2 i tore .butojcyc a rfronyl 
affl3*hs> pbonyl ) e< - froxy] pb afiyjrj — (S) 3 cthoxy ^ propanoie acid and 
p harmaceutical ly aefoptablo aalto ther eo f and the - frigh dose 
feigh colubility activo ingroddont io an antidiabetic; drug 
oolootod from the group conoioting of metformin 
hydrochloride, pfaon.l;prmin and buforre jaa, 

b) a coating of one or mors hydrophobic release controlling 
agents on said micro matrix particles, wherein the weight 
ratio of micromatrix particles and hydrophobic relea&e 
controlling agent is in the range of 100:2.5 to 100:30. 



2-4. (canceled) 



3 



PAGE 5127 * RCVD AT 12/14/2010 8:53:37 AM [Eastern Standard Time] * SVR;USPTO-EFXRF-6/30 1 DNIS;2738300 * CSID: 12123028998 * DURATION (mm-ss):07-00 



12/14/2010 89:52 12123028998 



HEDMAN COSTIGAN PC 



PAGE 



5. (currently amended) A dosage form according to claim 1 
wherein the hydrophobic release controlling agents are selected 
from the group ee^i^ consisting^of poly (eth yl- acrylate, 
methyl methacrylate , trimethy lammoni ^r* y i ^ thacrvlate 
chloride) l:2:n.l- polytethv l acrylate, methvl m*th*^ y i a ^ 
trjjnetharUn^ methacry la te chlorid e) 1:2:0.9 ™a 

polyteChylacryltae. meth yl methaervlat^ 9n amm**±e- 
nv ^ Hnorylati l upu iyroro type A ond D ao de>G^^^~±^-^r 
M ^ ,Uo Qgid CQPOlynior typn ^ 8 and C Ci j Joocribod in gcr, 
j^ y r^ ry lnrp dA epe M tea 30ft a a described in Ph. Bas ^- polyvinyl 
acetate dispersion, ethylcellulose , cellulose acetate, cellulose 
propionate (lower, medium or higher molecular weight), cellulose 
acetate propionate, cellulose acetate butyrate, cellulose 
acetate phthalate, cellulose triacetate, poly (methyl 
methacrylate) , poly(ethyl methacrylate) , poly(butyl 
methacrylate) , poly (ieobutyl me tha cry late) , poly (hexyl 
methacrylate) , poly (isodecyl methacrylate), poly (lauryl 
methacrylate), poly(phenyl methacrylate). poly (methyl 
acrylate), poly (isopropyl acrylate) , poly (isobutyl actylate) , 
poly (octadecyl acrylate) , waxes selected from the group 
consisting of beeswax, carnauba wax, microcrystall Ane wax, and 
ozokerite; fatty alcohols selected from the group consisting 
of cetostearyl alcohol, etearyl alcohol; cetyl alcohol and 
myristyl alcohol; and fatty acid esters selected from the group 
consisting of glyceryl monostearate, glycerol distearate, 
glycerol monooleate, acetylated monoglycerides, tristearin, 
tripalmitin, cetyl esters wax, glyceryl palmitostearate, 
glyceryl behenate and hydrogenated castor oil- 
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^(previously printed) A dosage form according no claim 5 
wherein the hydrophobic Please controlling agent W i 8 seized 
from the group consisting of ammonio methacrylate co-polymers . 

7. (currently amended) A dosage form according to claim 6, 
wherein the ammonio methacrylate co-polymers are selected from 
the group consisting of poly (ethyl aerylate, methyl 
methacrylate, trimethylammonioethyl methacrylate chloride) 
1:2=0.1; poly (ethyl aerylate, methyl methacrylate, 
trimethylamonioethyl methacrylate chloride) 1,2.0.2 and 
poly (ethyl acrylate, methyl methacrylate) [ [l] ) 2-1 



8-10. (canceled) 



11. [currently amended) A dosage form according to claim 1, 
wherein in micro matrix particles, the active ingredient 
and one or more hydrophobic release controlling agents are 
present in a weight ratio of from 100:2.5 to ioo:[[2o]] 
30. 



1?. (currently amended) A doeage form according to claim 
1, wherein said coating on said micro matrix particles 
e ompriso g. consists of one or more hydrophobic release 
controlling agents. 



13. (canceled) 
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14. (previously presented) a dosage form according to claim 
1, wherein the hydrophobic release controlling agent (s) is 
selected from fatty acid esters. 



15. (currently amended) A dosage form according to claim 14, 

wherein the hydrophobic release controlling agents is 

selected from the group eof^ie^ consistin g of 
hydrogenated castor oil and glycerol distearace. 



16-17. (canceled) 



IS. (currently amended) a dosage form according to claim 1, 
wherein in outer portion, micro matrix particles and 
coating of one or more hydrophobic release controlling 
agents are present in a weight ratio of from 100:2.5 to 

100: [[20]] 30- 



19. (original) A dosage form according to claim 1, wherein 
the weighc ratio of immediate release active ingredient and 
modified release active ingredient is from l;10 to 1:15000. 

20. (Currently Amended) A dosage form according to claim 1, 
wherein the low dose active ingredient conaist of dose 
less than or equal to 50 mg. 

21-22. (canceled) 
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23. (currently amended) A dosage form according to claim 1 
wherein the high dose , high solubility acCive ingredier)t 
consists of a dose from 500 mg to 1500 mg. 



24-2$, (canceled) 



30. (withdrawn) a process for the preparation of a dosage 
form as claimed in claim i, comprising a) preparation of 
inner portion and to) preparation of outer portion, 

31. (withdrawn) A process for the preparation of a dosage 
form ag claimed in claim 30, wherein preparation of outer 
portion comprising a) preparing a micro matrix particles 
containing high dose, high solubility active ingredient and 
one or more hydrophobic release controlling agent and b) 
coating the said micro matrix particles containing high 
solubility active ingredient and one or more hydrophobic 
release controlling agent. 



32-51. (canceled) 



52 . (currently amended) a dosage form according to claim 1, 
wherein the low dose antidiabetic active ingredient 
e emprioco consist of a dose less than or equal to 50 mg. 



53-56 (canceled) 
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57. (currently amended) A dosage form according to claim 1, 
wherein the high doge high solubility antidiabetic active 
ingredient oomprioca consists of a dose from 500 mg to 1500 
mg. 



53. (previously presented) A dosage form according to clair 
1, wfoich is a once a day oral formulation. 



59. (canceled) 

SO- (previously presented) A dosage form according to claim 
1, wherein the high dose high solubility antidiabetic active 
ingredient is metformin hydrochloride. 



61. (currently amended) A dosage form according i:o claim 
60, wherein the composition of outer portion is as follows- 
Micro matrix particles- 

Metformin hydrochloride 75%w/w to 99%w/w 
Budragit - ft - S & poly { e thy 1 aery 1 at e , me t hyl 
methacrylate, t rime thy lammonioethyl methacrylate 
Chloride 1:2:0.1 l%w/w to 25%w/w 

Coated micro matrix particles 
Micro matrix particles 70%w/w to 99*w/w 
Nydrogenated castor oil l%w/w to 30%w/w 
Magnesium stearate 0%w/w to 2%w/w 

62-67 (canceled) 
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IH3J] 1. wherein the l0 w dose antidiabetic active ingredient 
is rosiglitazone maleace. 

M. Cpreviouely presented) A dosage form according to claim i 
wherein the low aose antidiabetic active ingred ient is 
glimepiride. 

70. (canceled.) 

71. (previously presented) a dosage form according to claim i, 
wherein inner portion may optionally contain more than one 
antidiabetic active ingredients. 



"72. (canceled) 

73. (withdrawn) A process for the preparation of a dosage form 
as claimed in claim 33, comprising a) preparation of inner 
portion and b) preparation of outer portion. 

74. (withdrawn) A process for the preparation of a dosage form 
as claimed in claim 73. wherein preparation of outer portion 
comprising a) preparing a micro matrix particles containing 
high dose, antidiabetic active ingredient and one or more 
hydrophobic releage controlling agent and b) coating the said 
micro matrix particles containing high doee antidiabetic active 
ingredient and one or more hydrophobic release controlling 
agent . 
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7[[3JJ5. (currently amended) A pharmaceutical dosage form of a 
combination of a high dose high solubility active ingredient, 
in the form of a. a* modified release formulation and a low 
dose active ingredient ig_an antidiabetic drug selected frog 
^_group_^on g isti nq of glib end amide (glyburide) . glipizide . 
glipizide, qlime piride, tolazamide, tolbutamide^ 
^lorgropamide, gliquidone nai^glinide, mitioli nidp . jgj^buride. 
• glieoxepid, gUbornuri d e. phcnbutami.de, tolcyclamide . 
repagllnide f trogli tasone, ciqlitia zone , rosialiti*^ . 
pioglitaz one, enqlitazone , acarboae, voqlibose. emiglitate. 
miqlitol, farcrlitazar , (gj -2 -ethoxy-3 - T4 - (2 - ( 4 - 
methaneaulfonyloxyphenvDcthoxy^ g henyj 7 pa ranoic acid. 3- [4- [2- 
4-tert-butoxycarbonyl aminoph e nyl ) ethoxy] phenyl ) - jS) - 2- ethoxy 
propanoic acid and pharmaceutical ly acgegj^able Bai ts thereof as 
an immediate release formulation suitable for swallowing; which 
comprises an inner portion having a low dose active ingredient 
as immediate release and an outer portion having a high dose, 
high solubility active ingredient as modified release, wherein 
said inner portion is covered by the outer portion from all 
the sides except a top surface that remains uncovered; wherein 
said outer portion consists of: 

a) micro matrix particles consisting of a high dose, high 
solubility active ingredient which is an antidiabetic drug 
selected from th e group consisting of metformin hydrochloride, 
p henf ormin and buformin and one or more hydrophobic release 
controlling agent wherein the weight ratio of high dose, high 
solubility active ingredient and hydrophobic release 
controlling agent is in the range of 100:2.5 to 
100:30 and the lou doac active ingredient io an antidz te&efejre 
drug oclcct e d - f rom the group e onoisting of glibcn e^mj^ 
■ (glyburido) .glipizide, gl^e - lagido , g ^imopirid e y - tolazami de?- 
fee^tfr t - amidc, clorpropamido, gliq^idono, na - feoglinidc , 
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a&a c amide , 



p rq r n noi L ^ pha^ua ui a L. ^lly aeCcpLn b ln u alL u Lh or-eog 

m l M n r l . Lj j n J on n h i gh c u Mili t , g^U ; lngrcdl LU L x , _ ^ 
a n i-j^Hhntir ,1m,i,j jn ^ g fr o m the gU e onointlng e# 

b) a coating of one or more hydrophobic release controlling 
agents on said micro matrix particles, j wherein the weight ratio 
Of micromatrix particles and hydrophobic release controlling 
agent is in the range of 100:2.5 to ldl0:30. 
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